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11/03/05 

Mital B. Patel 
Patent Examiner 

This communication represents Applicant's formal response to office action signed 
by Mital B. Patel on 8/7/05 and mailed on 8/9/05 regarding application 10/678,379 
filed 10/06/2003. 

The following is my understanding of the telephone interview between applicant 
(Donald R VanDeripe) and examiner (Mital B. Patel) conducted Thursday Oct 27* 
2005at5PMEDT. 

Applicant requests examiner's review of comments [A-F] below as they pertain to 
the allowance of application 10/678,379. 

Applicant can be reached at Phone 636 477 0322 or Email donaldvan. 1 (glnetzero.net 

Issue number 1 . Rejection of claim 1 based on Garrett US 6,001,332 under 35 U.S.C 
103 -subject matter as a whole would have been obvious at the time the invention was 
made to a person having ordinary skill in the art to which said subject matter pertains. 

Differences between 10/678,379 and Garrett US 6,001,332 which were discussed and 
actions agreed upon. 

[A] Garrett in the DETAILED DESCRIPTION OF THE INVENTION, Col 2 lines 
53-67, and all of Columns 3 and 4, and especially in all 12 claims includes carbon 
dioxide as an obligate component in each of his gas mixtures ranging in 
concentrations from 1-10%. 

Applicant does not include the words carbon dioxide in the specification and states in 
Claim 1 - wherein the specific gas mixtures consist only as complimentary 
concentrations of 20-100% oxygen and 0-80% helium. 

Clearly, applicant's inclusion of the word -only- defines the use of specific gas 
formulations consisting only of oxygen and helium and not carbon dioxide and 
should qualify as a basis for a significant deviation in the composition and use 
of gas mixtures compared against Garrett. 

Action proposed: none needed, the word -only- in Claim 1 suffices. 

[B] Methods of Administration: Garrett Col. 1, lines 42-46 and Col. 2 , lines 
38-44 describes the benefit of self-administration of gases or gas-mixtures 

by patients. Inherent in any self-administration system is the ability of the patient to 




remove the mask and talk, thereby breathing ambient air (nitrogen) for a few seconds 
or minutes. Such actions would completely negate any benefits of 10/678,379 since 
only a few breaths of air would reverse about 10 minutes of nitrogen washout. As 
well, Garrett does not indicate anywhere in his specification that exhaled gases need 
to be shunted to ambient atmosphere, an absolute requirement for achieving nitrogen 
washout fi-om the body, body water, ischemic tissues and mitochondria as required by 
applicant's specification [0006 page 4, lines 10-13 and 0010 page 5 lines 1-2]] and 
Claim 1, Moreover, Garrett does not specify the need to use a one way flutter valve to 
achieve nitrogen exhalation and washout 

Applicant does not allow self-administration for the above reason that breathing 
ambient air would allow the inhalation of nitrogen and applicant has specified in the 
Detailed Description of the Invention [0006] Imes 25-27 - Any gas formulation 
which has as its main purpose the washout of nitrogen firom the body would surely be 
devoid of nitrogen per se. 

Action proposed: (amendment) add the phrase- and are devoid of nitrogen .- to the 
end of claim 1. 

[C] Timing of administration and medical supervision. 

Garrett's self-administration mode requires patients to be awake, alert and 
cooperative for successful gas administration. Many or most stroke and heart attack 
victims are unconscious or under extreme anguish and pain and must therefore be 
administered gases by a second party, e.g. an emergency medical technician in the 
transport vehicle and a physician or respiratory therapist at the hospital. 

Applicant notes [0007] lines 1-2 This nitrogen washout technique could be started 
during patient transport or upon admission to the hospital. This statement indicates 
the need for early intervention to effect the timely washout of nitrogen from the body. 

Action proposed: Amend claim 1, after the word implemented insert during patient 
transport or upon admission to the hospital as quickly as possible 

[D] Terminology: Key words used to describe Applicant's and Garrett's invention 
and nimiber of mentions (use terms) in the inventions. 



WORDS 

Nitrogen washout 

Mitochondria 

Stroke 

Carbon dioxide 
Asthma 

MRI (magnetic resonance imaging) 
Heart attack (myocardial infarction) 



10/678,793 



Garrett 6,001,332 



23 
28 
8 
0 
0 
0 
4 



0 
0 
0 
31 
13 
11 
1 



2 



These tabulations clearly indicate that applicant was focusing on nitrogen washout 
from mitochondria in strokes and heart attacks, whereas Garrett was primarily 
directed at administration of gas mixtures all of which contained carbon dioxide for 
use in treating asthma and for MRI imaging. There is a wide divergence in the goals 
of tfiese patent specifications. 

Action proposed: None required, the listing clearly indicates marked differences in 
the words that denote the technology and conditions to be treated. 

[E] Obviousness Rejection: -obvious at the time the invention was made to a person 
having ordinary skill in the art to which the subject matter pertains. 

Applicant asserts that 10/678,379 falls outside the above obviousness statement for 
the following reasons. 

Strokes and heart attacks are two of the most aggressively studied health problems in 
the world, commanding billions of dollars of research funds over the past 40 years 
and the efforts and expertise of thousands of M.D. and Ph.D. scientists. Their work 
has been published in numerous scientific journals. Therefore, if Garrett taught a 
person of ordinary skill in the art that 10/678,379 technology would be of value in 
treating strokes and heart attacks, then it would have surely taught expert M.D. and 
Ph.D. scientists that obviousness. Not only has that not been the case, but it is 
still not apparent to these experts even though Garrett has been available since 
12/14/1999. Moreover, applicant's publication in Medical Hypotheses (2004) remains 
the only mention in the scientific literature on the value of nitrogen washout from the 
body as a means for treating strokes and heart attacks. 

Issue number 2: Rejection of claim 2 based on Garrett US 6,001,332. 

[F] Nitrogen washout in heart attacks, Claim 2. 

Garrett (6,001,332) does have a single mention (Col. 2, lines 3-7) that a helium 
oxygen mixture appears to stabilize the myocardium reducing the risk of ventricular 
arrhythmias in patients who have suffered an acute myocardial infarction. 

Applicant contends that this statement is of little relevance since Garrett also 
indicates (Col. 1 lines 49-50, and 57-58) that helium is an inert gas without any 
pharmacological activity and that the low solubility of helium prevents any 
significant absorption into the pulmonary vasculature. These statements 
would seem to contradict the claim that helium participates in an apparent 
stabilization of the heart. Moreover, Garrett does not provide any information 
as to what other gases or drugs may have been employed in such studies. And, 
the fact that Garrett did not expand on this statement as part of his Detailed 
Description of the Invention or in his Claims suggests that the Col, 2, line 3-7 
comments were made in passing and of little or no importance to his specification. 
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Applicant claims no specific stabilization of the heart from the use of oxygen helium 
mixtures. The goal of the nitrogen washout from the body, body water, ischemic 
tissues, and mitochondria is to allow the reuptake of oxygen into hypoxic 
mitochondria and restore oxidative metabolism to affected tissues. 

Action proposed: Allowance of claim 2 as drafted (amendments to claim 1 are 
applicable to claim 2.) 

PROPOSED NEW READING OF CLAIM 1 . 

The method of inhalation of specific gas mixtures in a human patient with exhaled 
gases being shunted into the ambient atmosphere to effect a 50-90% or more washout 
of nitrogen gas fix)m the body, body water, ischemic tissues, and mitochondria in 
order to allow the reuptake of oxygen into hypoxic mitochondria and restore 
oxidative metabolism to affected tissues following reversible vascular occlusions in a 
cerebrovascular accident (stroke), the administration of said gas mixture being from a 
suitable supply source and being implemented during patient transport or upon 
admission to the hospital as quickly as possible following the vascular event and 
continued for a minimum of 30 minutes up to 72 hours to assure optimum therapy 
and minimize cell death, wherein the specific gas mixtures consist only as 
complimentary concentrations of 20-100% oxygen and 0-80% helium and are devoid 
of nitrogen. 

Note: For support of -during patient transport or upon admission to the hospital- see 
[0007] line 1-2. For support of -devoid of nitrogen- see [0006] next to last line of 
page 3. 

(Correction) Page 2 [0004] line 6. Replace the word Histology with Physiology. 

In conclusion, applicant contends that the above arguments and suggested 
modifications to the wording of Claim 1 traverse examiners objections 
based on Garrett as a source for obviousness to those with ordinary skill in the art. 
Consequently, Applicant respectively requests that 10/678,379 be allowed to issue 
subsequent to a follow-up telephone review to reach agreement as to appropriate 
wording for amendments to Claim 1 . 

Thank you for your assistance in this matter. 




Donald R. VanDeripe, Ph.D. 
1534 Woodbury Drive 
St. Charles, Mo 63304 



